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OFFICE OF THE CENTER DIRECTOR

DIRECTOR
Janet Woodcock, M.D. HFD-1 594-6740 WOCII/Rm.6027

Secretary
Nancy Bae

Deputy Center Director for Review Management
Murray M. Lumpkin, M.D. HFD-2 594-6740 WOCII/Rm.6027

Deputy Center Director for Pharmaceutical Science
Roger L. Williams HFD-3 594-6740 WOCII/Rm.6027

Associate Director for Policy
Jane Axelrad HFD-5 594-6740 WOCII/Rm.6027

Special Assistant
Khyati Roberts HFD-5 594-6740 WOCII/Rm.6027

Regulatory Policy Staff
Albert Rothschild HFD-7 594-1038 MPN1/Rm.119

Executive Operations Staff
Deborah Henderson HFD-6 594-6779 WOCII/Rm.6049

Executive Secretariat Staff
Lee Zwanziger HFD-6 594-6779 WOCII/Rm.6049

Management Officer
Tanya Abbott HFD-6 594-6779 WOCII/Rm.6049

Associate Director for Medical Policy
Robert J. Temple, M.D. HFD-4 594-6758 WOCII/Rm.6014

Ombudsman
James Morrison HFD-100 594-5443 WOCII/Rm.6022

Equal Employment Opportunity Staff
Margaret I. Bell HFD-8 594-6645 WOCII/Rm.6003



OFFICE OF MANAGEMENT

Director
Russell J. Abbott HFD-10 594-6741 WOCII/Rm.6007

Secretary
Dawn Reid

Deputy Director
Paula G. Bourkland HFD-10 594-6741 WOCII/Rm.6007

Division of Planning Evaluation and Resource Management

Director
Robert Linkous HFD-50 827-0502 PKLN/Rm.12A55

Deputy Director
Jennifer Lee HFD-50 827-0507 PKLN/Rm.12A55

Document Requirements and Services Branch
Ross Bolger HFD-53 827-1501 PKLN/Rm.12A55

Program and Resource Management Branch
Thomas Payne HFD-54 827-0488 PKLN/Rm.12A55

Management Analysis Branch
Charlene C. Cherry HFD-57 827-0510 PKLN/Rm.12A46

Product Information Management Branch
Gary M. Anderson HFD-58 594-1086 MPN1/Rm.6007

Division of Management Services

Director
Ruth Clements HFD-60 594-5610 WOCII/Rm.6007

AO Staff
Eileen Cole HFD-61 827-1654 PKLN/Rm.9B-09

Facilities Management Branch
James Cockran HFD-60 594-5613 WOCII/Rm.3080

Program Management Services Branch
Ellen A. Johnsey HFD-63 594-0584 MPN1/Rm.201



Division of Drug Information Resources

Director
James E. Knoben, PharmD HFD-80 443-3204 CHAP/Rm.218

Drug Information Analysis Branch
Richard Lipov (Actg) HFD-82 443-0500 CHAP/Rm.218

Drug Information Services Branch
George Scott HFD-84 443-3910 CHAP/Rm.218

Division of Information Systems Design

Director
Dave Moss HFD-70 827-3276 PKLN/Rm.8B45

Information Systems Branch I
Gregory V. Brolund HFD-72 827-3276 PKLN/Rm.8B45

Information Systems Branch II
Paul Seckler HFD-76 827-3276 PKLN/Rm.8B45

OFFICE OF REVIEW MANAGEMENT

Director
Murray M. Lumpkin, M.D. HFD-2 594-6740 WOCII/Rm.6027

Secretary
Diane Cave

Special Assistant
Tricia De Santis HFD-2 594-6740 WOCII/Rm.6049

Senior Center Project Management
Jean Yager HFD-9 594-5480 WOCII/Rm.6068

Program Management Team
Vacant HFD-22 594-6596 WOCII/Rm.6066

Reports and Data Management Team
Anna Myers HFD-23 594-2109 WOCII/Rm.2040



Advisors and Consultants
John Treacy HFD-21 443-5455 CHAP/Rm.200

Senior Management Officer (Actg)
Sandy Van Buskirk HFD-22 594-5487 WOCII/Rm.6067

OFFICE OF DRUG EVALUATION I

Director
Robert J. Temple,M.D. HFD-101 594-6758 WOCII/Rm.6014

Secretary
Vacant

Special Assistant
Janet Jones HFD-4 594-6758 WOCII/Rm.6014

Associate Director for Regulatory Affairs
Linda Carter HFD-101 594-6758 WOCII/Rm.6014

Management Officer
Debbie Albert HFD-101 594-5446 WOCII/Rm.6014

Division of Cardio-Renal Drug Products

Director
Raymond J. Lipicky, M.D. HFD-110 594-5300 WOCII/Rm.5039

Supervisory Project Manager
Natalia Morgenstein HFD-110 594-5300 WOCII/Rm.6014

Division of Neuropharmacological Drug Products

Director
Paul D. Leber, M.D. HFD-120 594-2850 WOCII/Rm.4037

Supervisory Project Manager
Jack Purvis HFD-120 594-2850 WOCII/Rm.4037

Division of Oncologic Drug Products

Director
Robert Delap, M.D. HFD-150 594-2473 WOCII/Rm.2060



Supervisory Project Manager
Dottie Pease HFD-150 594-5742 WOCII/Rm.2095

Division of Drug Marketing, Advertising, and Communications

Director
Minnie V. Baylor Henry HFD-40 594-6818 PKLN/Rm.17B04

OFFICE OF DRUG EVALUATION II

Director
James M. Bilstad, M.D. HFD-102 443-2544 PKLN/Rm.13B28

Secretary
Linda C. Hukle

Associate Director for Regulatory Affairs
Leah Ripper HFD-102 443-2544 PKLN/Rm.13B28

Management Officer
Tom Cunningham HFD-102 443-2544 PKLN/Rm.13B28

Division of Metabolic and Endocrine Drug Products

Director
Soloman Sobel, M.D. HFD-510 443-3490 PKLN/Rm.14B04

Supervisory Project Manager
Enid Galliers HFD-510 443-3490 PKLN/Rm.14B04

Division of Pulmonary Drug Products

Director
John Jenkins, M.D. HFD-570 827-1050 PKLN/Rm.10B45

Division of Reproductive and Urologic Drug Products

Director
Lisa Rarick (Actg) HFD-580 827-4246 PKLN/Rm.17B45

Supervisory Project Manager
Cathy Schumaker HFD-570 827-1050 PKLN/Rm.10B45



OFFICE OF DRUG EVALUATION III

Director
Paula Botstein, M.D. (Actg) HFD-103 827-3144 PKLN/Rm.13B45

Secretary
Edwina Underwood

Special Assistant
Bronwyn Collier HFD-103 827-3144 PKLN/Rm.13B45

Regulatory Health Information Specialist
Kaye Fendt HFD-103 827-3144 PKLN/Rm.13B45

Management Officer
Kathleen Wyckoff HFD-103 827-3144 PKLN/Rm.13B45

Division of Medical Imaging & Radiopharmaceutical Drug Products

Director
Patricia Love, M.D. HFD-160 443-3500 PKLN/Rm.18B-09

Supervisory Project Manager
James Cheever HFD-160 443-3500 PKLN/Rm.18B-09

Division of Anesthetic, Critical Care & Addiction Drug Products

Director
Curtis Wright (Actg) HFD-170 443-4250 PKLN/Rm.9B45

Supervisory Project Manager
Corinne Moody HFD-170 443-4250 PKLN/Rm.9B45

Division of Gastro-Intestinal and Coagulation Drug Products

Director
Stephen B. Fredd, M.D. HFD-180 443-0479 PKLN/Rm.6B45

Supervisory Project Manager
Kati Johnson HFD-180 443-0479 PKLN/Rm.6B45

OFFICE OF DRUG EVALUATION IV

Director
David Feigal Jr., M.D. HFD-104 827-2330 CRP2/Rm.N413



Secretary
Victor Vail

Associate Director for Regulatory Affairs
Vacant HFD-104 827-2330 CRP2/Rm.N413

Management Officer
Matt Zell HFD-104 827-2350 CRP2/Rm.S423

Division of Anti-Infective Drug Products

Director
David Feigal, M.D. (Actg) HFD-520 827-2120 CRP2/Rm.S348

Supervisory Project Manager
James Bona HFD-520 827-2120 CRP2/Rm.S348

Division of Anti-Viral Drug Products

Director
Donna Freeman, M.D. (Actg) HFD-530 827-2330 CRP2/Rm.N413

Supervisory Project Manager
Anthony DeCicco HFD-530 827-2330 CRP2/Rm.N413

OFFICE OF DRUG EVALUATION V

Director
Michael Weintraub, M.D. HFD-105 827-2250 CRP2/Rm.S219

Secretary
Linda Obertach

Associate Director for Regulatory Affairs
Mary Jane Walling HFD-105 827-2268 CRP2/Rm.S220

Management Officer
Sherree Lancaster HFD-105 827-2269 CRP2/Rm.S221

Division of Dermatologic and Dental Drug Products

Director
Jonathan A. Wilkin, M.D. HFD-540 827-2021 CRP2/Rm.N214



Supervisory Project Manager (Actg)
Mary Jean Kozma FornaroHFD-540 827-2020 CRP2/Rm.N200

Division of Anti-Inflammatory, Analgesic & Opthalmologic Drug Products

Director
Wiley Chambers, M.D. HFD-550 827-2040 CRP2/Rm.N316

Supervisory Project Manager
Sharon Schmidt HFD-550 827-2090 CRP2/Rm.N316

Division of Over-The-Counter Drug Products

Director
Debra Bowen, M.D. HFD-560 827-2222 CRP2/Rm.S208

Supervisory Project Manager
Rosemary Cook HFD-560 827-2222 CRP2/Rm.S208

OFFICE OF EPIDEMIOLOGY AND BIOSTATISTICS

Director
Robert O’Neill, Ph.D. HFD-700 827-3219 PKLN/Rm.15B33

Secretary
Eleanor Hamilton

Deputy Director
Charles Anello, Sc.D. HFD-700 827-3221 PKLN/Rm.15B33

Associate Director
Satya Dubey, Ph.D. HFD-700 827-3116 PKLN/Rm.18B45

Associate Director
Robert Nelson, Ph.D. HFD-700 827-3206 PKLN/Rm.15B33

Management Officer
Toni McCannon HFD-700 827-3205 PKLN/Rm.15B45

Quantitative Methodology and Research Staff
Stella Machado, Ph.D. HFD-705 827-3218 PKLN/Rm.15B32



Division of Biometrics I

Director
George Chi, Ph.D. HFD-710 594-5302 WOCII/Rm.5050

Division of Biometrics II

Director
Edward Nevius, Ph.D. HFD-715 827-3113 PKLN/Rm.18B45

Division of Biometrics III

Director
Nancy Smith HFD-720 827-3081 PKLN/Rm.18B45

Division of Biometrics IV

Director
Ralph Harkins HFD-725 827-2546 CRP/Rm.S123

Division of Pharmacovigilance & Epidemiology

Director
Vincent Guinee HFD-730 827-3222 PKLN/Rm.15B33

OFFICE OF PHARMACEUTICAL SCIENCE 

Director
Roger Williams, M.D. HFD-350 594-6740 WOCII/Rm.6027

Secretary
Peggy Cunningham

Deputy Director
Douglas Sporn HFD-350 594-0340 WOCII/Rm.6064

Management Officer
Richard Vengazo HFD-350 594-5476 WOCII/Rm.6063

Formulations Research Staff
Lloyd G. Tilman, Ph.D. HFD-355 594-0340 MPN2/Rm.286

Formulations Research Laboratory 427-1075 GTNB/Rm.325
Gerald K. Shiu, Ph.D. HFD-356 205-4295 FB-8/Rm.2884       



Chemistry Policy Staff
Vacant HFD-357 827-1530 WOCII/Rm.2039B

Operations Staff
Helen Winkle (Actg) HFD-358 594-5475 WOCII/Rm.6064

OFFICE OF NEW DRUG CHEMISTRY

Director
Roger Williams, M.D. (Actg) HFD-800 594-6740 WOCII/Rm.6027

Secretary
Vacant

Deputy Director
Doug Sporn (Actg) HFD-800 594-6740 WOCII/Rm.6027

Microbiology Team
Peter Cooney, Ph.D. HFD-805 443-5818 PKLN/Rm.2061

Management Officer
Pat Cooper HFD-800 443-9664 PKLN/Rm.12B05

Division of New Drug Chemistry I

Director
Charles Hoiberg HFD-810 594-5782 WOCII/Rm.2061

Division of New Drug Chemistry II

Director
Yuan Yuan Chiu HFD-820 443-3510 PKLN/Rm.14B26

Division of New Drug Chemistry III

Director
Eric Sheinin HFD-830 827-2001 CRP2/Rm.N112

Technical Information Assistant
Valerie Whipp HFD-830 827-2003 CRP2/Rm.N110

OFFICE OF GENERIC DRUGS

Director
Douglas Sporn HFD-600 594-0340 MPN2/Rm.286



Secretary
Michelle Walling

Deputy Director
Gordon Johnston HFD-601 594-0340 MPN2/Rm.286

Administrative Officer
Laurie Watson HFD-605 594-2519 MPN2/Rm.200N

Division of Chemistry I

Director
Rashmikant Patel HFD-620 594-0375 MPN2/Rm.204

Division of Chemistry II

Director
Frank Holcombe Jr., Ph.D. HFD-640 594-0324 MPN2/Rm.279

Division of Bioequivalence

Director
Keith Chan, Ph.D. HFD-650 594-2290 MPN2/Rm.130

Division of Labeling and Program Support

Director
Jerry Phillips HFD-610 594-0340 MPN2/Rm.286

OFFICE OF CLINICAL PHARMACOLOGY AND BIOPHARMACEUTICS

Director
Larry Lesko, Ph.D. HFD-850 594-5674 WOCII/Rm.3016

Secretary
Margaret Stephens

Deputy Director
Weston L. Metz HFD-850 594-5623 WOCII/Rm.3017

Program Specialist
Rebecca Miller HFD-850 443-8098 PKLN/Rm.13B17

Pharmacometrics Staff
William Gillespie, Ph.D. HFD-855 443-1640 PKLN/Rm.13B17



Division of Pharmaceutical Evaluation I

Director
Henry Malinowski, Ph.D. HFD-860 594-2587 WOCII/Rm.2074

Division of Pharmaceutical Evaluation II

Director
Mei Ling Chen HFD-870 443-1640 PKLN/Rm.13B17

Division of Pharmaceutical Evaluation III

Director
Nicholas Fleischer HFD-880 827-2006 CRP2/Rm.N107

OFFICE OF TESTING AND RESEARCH

Director
Charles Grieshaber, Ph.D. (Actg) HFD-900 443-4750 PKLN/Rm.13B16

Secretary
Pam Wellens

Deputy Director
Helen Winkle HFD-900 594-5475 WOCII/Rm.6064

Administrative Officer
Roberta Light HFD-900 594-0510 MOD1/Rm.2023

Division of Research and Testing

Director
Frank Sistare, Ph.D. (Actg) HFD-910 594-5871 MOD1/Rm.2007

594-0510 MOD1/Rm.2023

Division of Clinical Pharmacology Research

Director
Jerry Collins, Ph.D. HFD-930 427-1065 GTNB/Rm.314

Division of Drug Analysis

Director
Thomas Layloff, Ph.D. HFD-920 (314) STL/Rm.1002

539-2134



OFFICE OF TRAINING AND COMMUNICATION

Director
Lucy Rose HFD-200 827-1651 PKLN/Rm.11B04

Secretary
Charlotte Henning

Management Officer
Vacant HFD-200 827-1243 PKLN/Rm.11B04

Special Assistant
Linda Brophy HFD-200 827-1651 PKLN/Rm.11B04

Freedom of Information Staff
Carolann W. Hooton HFD-205 443-8491 CHAP/Rm.322

Division of Training and Development

Director
Janice Newcomb HFD-220 443-2200 PKLN/Rm.9B04

Division of Communications Management

Director
Charlotte Mehuron HFD-210 827-1243 PKLN/Rm.11B04

Medical Library
Carol S. Assouad (Actg) HFD-230 443-3180 PKLN/Rm.11B04

OFFICE OF COMPLIANCE

Director
Stephanie R. Gray HFD-300 594-0054 MPN1/Rm.254

Secretary
Devota Herbert

Deputy Director
Betty Jones HFD-301 594-0054 MPN1/Rm.254

Deputy for Scientific & Medical Affairs
Frances O. Kelsey, PhD., M.D. HFD-300 594-0054 MPN1/Rm.254



Recall Officer
Gust G. Koustenis HFD-300 594-0054 MPN1/Rm.254

Management Officer
Anita Harrell HFD-305 594-1058 MPN1/Rm.260

Division of Labeling and Nonprescription Drug Compliance

Director
Bradford Williams HFD-310 594-0063 MPN1/Rm.166

OTC Compliance Team
Robert Heller HFD-312 594-1065 MPN1/Rm.168

Non-traditional Drug Compliance Team
Joel Aronson HFD-314 594-0070 MPN1/Rm.162

Import/Export International Team
James Hamilton HFD-316 594-3150 MPN1/Rm.156

Division of Manufacturing and Product Quality

Director
Douglas Ellsworth HFD-320 594-0093 MPN1/Rm.273

Foreign Inspection Team
Vacant HFD-322 594-0095 MPN1/Rm.272

Investigations and Preapproval Compliance Branch
Mark Lynch HFD-324 827-0062 MPN1/Rm.265

Case Management and Guidance Branch
Joseph Famulare HFD-325 594-0098 MPN1/Rm.266

Division of Prescription Drug Compliance and Surveillance

Director
Lana Ogram HFD-330 594-0101 MPN1/Rm.229

Case Management Team
Ronald G. Britten HFD-332 594-2073 MPN1/Rm.200

Compliance Evaluation Branch
John Loh HFD-333 594-0101 MPN1/Rm.200



Post-Market Surveillance Team
Jay Schmid HFD-336 594-0107 MPN1/Rm.220

Division of Scientific Investigations

Director
Vacant HFD-340 594-0020 MPN1/Rm.103

Narcotic Treatment Monitoring Program Team
Mary Richardson HFD-342 594-1029 MPN1/Rm.103

Bioresearch Monitoring Case Management Team
Mary Richardson HFD-342 594-0020 MPN1/Rm.115

Human Subject Protection Team
Paul Goebel HFD-343 594-1026 MPN1/Rm.107

Clinical Investigations Branch
Alan Lisook, M.D. HFD-344 594-1032 MPN1/Rm.125

Non-Clinical Laboratory Studies Branch
C.T. Viswanathan (Actg) HFD-345 594-1023 MPN1/Rm.102


